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under 6 years of age: Oral dosage is 12.5 
to 25 milligrams every 6 to 8 hours, not 
to exceed 75 milligrams in 24 hours, or 
as directed by a doctor. 

(3) For products containing 
diphenhydramine hydrochloride identified 
in § 336.10(c). Adults and children 12 
years of age and over: Oral dosage is 25 
to 50 milligrams every 4 to 6 hours, not 
to exceed 300 milligrams in 24 hours, or 
as directed by a doctor. Children 6 to 
under 12 years of age: Oral dosage is 
12.5 to 25 milligrams every 4 to 6 hours, 
not to exceed 150 milligrams in 24 
hours, or as directed by a doctor. 

(4) For products containing meclizine 
hydrochloride identified in § 336.10(d). 
Adults and children 12 years of age and 
over: Oral dosage is 25 to 50 milligrams 
once daily, or as directed by a doctor. 

(e) The word ‘‘physician’’ may be sub-
stituted for the word ‘‘doctor’’ in any 
of the labeling statements in this sec-
tion. 

[52 FR 15892, Apr. 30, 1987, as amended at 53 
FR 35809, Sept. 15, 1988; 59 FR 16982, Apr. 11, 
1994]

§ 336.80 Professional labeling. 

The labeling provided to health pro-
fessionals (but not to the general pub-
lic) may contain the following addi-
tional indications. 

(a) For products containing cyclizine 
hydrochloride, dimenhydrinate, and 
diphenhydramine hydrochloride identified 
in § 336.10 (a), (b), and (c). ‘‘For the 
treatment of vertigo of motion sick-
ness.’’ 

(b) For products containing meclizine 
hydrochloride identified in § 336.10(d). 
‘‘For the treatment of vertigo.’’
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Subpart A—General Provisions

§ 338.1 Scope. 
(a) An over-the-counter nighttime 

sleep-aid drug product in a form suit-
able for oral administration is gen-
erally recognized as safe and effective 
and is not misbranded if it meets each 
condition in this part and each general 
condition established in § 330.1 of this 
chapter. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted.

§ 338.3 Definition. 
As used in this part: 
Nighttime sleep-aid. A drug that is use-

ful for the relief of occasional sleep-
lessness by individuals who have dif-
ficulty falling asleep.

Subpart B—Active Ingredients

§ 338.10 Nighttime sleep-aid active in-
gredients. 

The active ingredient of the product 
consists of any of the following when 
used within the dosage limits estab-
lished for each ingredient in § 338.50(d): 

(a) Diphenhydramine hydrochloride. 
(b) Diphenhydramine citrate.

Subpart C—Labeling

§ 338.50 Labeling of nighttime sleep-
aid drug products. 

(a) Statement of identity. The labeling 
of the product contains the established 
name of the drug, if any, and identifies 
the product as a ‘‘nighttime sleep-aid.’’ 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ one or more of the phrases 
listed in this paragraph. Other truthful 
and nonmisleading statements, de-
scribing only the indications for use 
that have been established and listed in 
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